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DETAILED ACTION 

1 . This action is responsive to the amendment filed on 01/10/2008 and 
election/restriction response filed on 04/07/2008. Claims 1-7 and 9-31, and 33-40 are 
pending. Claims 1, 21, 29, and 38 are independent. Claims 21-28 and 38-40 are 
withdrawn from consideration. Claims 8 and 32 are cancelled. 

Election/Restrictions 

2. Applicant's election without traverse of Group I (Claims 1 -7, 9-20, 29-31 , and 33- 
37) in the reply filed on 04/07/2008 is acknowledged. 

Terminal Disclaimer 

3. The terminal disclaimer filed on 01/1 0/2008 disclaiming the terminal portion of 
any patent granted on this application which would extend beyond the expiration date of 
US Pat. No. 6,918,929 has been reviewed and is accepted. The terminal disclaimer 
has been recorded. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

5. Claims 1, 2, 6, 12, 14, 15, 29, 31, and 33-35 are rejected under 35 U.S.C. 102(e) 
as being anticipated by Schwartz (US Pub. No.: 2003/0235602). 
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In regard to Claim 1 , Schwartz discloses a system for treating a vascular 
condition, comprising: a catheter; a stent coupled to the catheter (a stent must be 
coupled to the catheter), the stent including a stent framework (Para. [0007]); a 
polymeric coating disposed on the stent framework, wherein the polymeric coating 
(barrier layer, Paras. [0006], [0024], [0026], and [0027]) comprises a blended matrix of a 
polysulfone and a styrenic block copolymer (Para. [0005], [0045], and [0052]); wherein 
the styrenic block copolymer (copolymer of styrene and maleic anhydride) has a 
molecular weight of approximately 50,000 (Para. [0021]), and a therapeutic agent in 
contact with the blended matrix (Paras. [0005], [0006], and [0026]). 

In regard to Claim 2, the catheter includes a balloon used to expand the stent 
(Para.[0007]). 

In regard to Claim 6, the therapeutic agent is dispersed within the blended matrix 
of the polysulfone and the styrenic block copolymer (Paras. [0026], [0045], [0052], and 
[0062]). 

In regard to Claim 12, the therapeutic agent is positioned between the polymeric 
coating and the stent framework (Paras. [0005], [0006], and [0027]). 

In regard to Claim 14, the blended matrix of the polysulfone and the styrenic 
block copolymer provides a controlled elution rate for the therapeutic agent 
(Para.[0055]). 

In regard to Claim 15, the therapeutic agent is selected from the group consisting 
of an antirestenotic drug, an antisense agent, an antineoplastic agent, an 
antiproliferative agent, an antithrombogenic agent, an anticoagulant, an antiplatelet 
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agent, an antibiotic, an anti-inflammatory agent, a steroid, a gene therapy agent, a 
therapeutic substance, an organic drug, a pharmaceutical compound, a recombinant 
DNA product, a recombinant RNA product, a collagen, a collagenic derivative, a protein, 
a protein analog, a saccharide, a saccharide derivative, a bioactive agent, a 
pharmaceutical drug, and a combination thereof (Para.[0033]-[0037]). 

In regard to Claim 16, the polymeric coating comprises a plurality of therapeutic 
agents (Para. [0001]), each therapeutic agent having a predetermined elution rate 
(Paras.[0012] and [0016]) 

In regard to Claim 16, the recitation, "the blended matrix of the polysulfone and 
the styrenic block copolymer eluting the therapeutic agents at the predetermined elution 
rates" is an intended use. A recitation of the intended use of the claimed invention must 
result in a structural difference between the claimed invention and the prior art in order 
to patentably distinguish the claimed invention from the prior art. If the prior art 
structure is capable of performing the intended use, then it meets the claim. 

In regard to Claim 29, a drug-polymer coated stent, comprising: a stent 
framework (Para. [0007]); and a polymeric coating (barrier layer, Paras. [0006], [0024], 
[0026], and [0027]) disposed on the stent framework, wherein the polymeric coating 
comprises a blended matrix of a polysulfone and a styrenic block copolymer 
(Para. [0005], [0045], and [0052]); and a therapeutic agent contacting the polymeric 
coating (Paras. [0005], [0006], and [0026]), wherein the blended matrix comprises a first 
fraction of the polysulfone and a second fraction of the styrenic block copolymer based 
on a predetermined elution rate of the therapeutic agent (Para. [001 2], [0024], [0045]). 
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In regard to Claim 31 , it is inherent that the blended matrix comprises a chain 
length of polysulfone and chain length of styrenic block copolymer since polysulfone 
and styrenic block copolymer are polymer and copolymer, respectively. 

In regard to Claim 33, the therapeutic agent is selected from the group consisting 
of an antirestenotic agent, an antisense agent, an antineoplastic agent, an 
antiproliferative agent, an antithrombogenic agent, an anticoagulant, an antiplatelet 
agent, an antibiotic, an anti-inflammatory agent, a steroid, a gene therapy agent, a 
therapeutic substance, an organic drug, a pharmaceutical compound, a recombinant 
DNA product, a recombinant RNA product, a collagen, a collagenic derivative, a protein, 
a protein analog, a saccharide, and a saccharide derivative (Para. [0034]). 

In regard to Claim 34, the therapeutic agent is dispersed within the blended 
matrix of the polysulfone and the styrenic block copolymer (Para.[0033]-[0037]). 

In regard to Claim 35, the therapeutic agent is positioned between the polymeric 
coating and the stent framework (Paras. [0005], [0006], and [0026]). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

9. Claims 3-5 and 30 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Schwartz (US Pub No.: 2003/0235602). 

In regard to Claim 3, Schwartz discloses all the limitations of the claim as taught 
above but fails to disclose that the catheter includes a sheath. 

However, catheter comprising a sheath is old and well known in that art. The 
suggestion/motivation for including a sheath is to prevent the stent from premature 
deployment. 

In regard to Claims 4, 5, and 30, Schwartz discloses all the limitations of the 
claims as taught above but fails to disclose that the stent framework comprises one of a 
metallic base or a polymeric base. Furthermore, Schwartz does not appear to disclose 
that the metallic base is selected from nitinol. 
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However, it is old and well known in the art that stent framework comprises one 
of nitinol or polymeric base. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to include a stent framework comprising of 
one of nitinol base or polymeric base, since it has been held to be within the general 
skill of a worker in the art to select a known material on the basis of its suitability from 
the intended use as a matter of obvious design choice. In re Leshin, 125 USPQ 416. 

Therefore, at the time of the invention, it would have been obvious one of 
ordinary skill in the art to include a catheter having a sheath and a stent framework 
comprising of one of nitinol base or a polymeric base to obtain the invention as specified 
in the instant claims. 

10. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schwartz 
(US Pub No.: 2003/0235602) as applied to claim 1 above, and further in view of Chang 
et al (US Pat. No.: 4,157,960). 

Schwartz discloses all the limitations of the claim but fails to disclose that the 
polysulfone has a molecular weight between 10,000 Daltons and 100,000 Daltons. 

However, Chang et al explicitly discloses that the molecular weight of the 
polysulfone is generally at least about 10,000 and less than about 500,000, and is 
frequently less than about 100,000 (Col. 8, lines 4-7). 

Schwartz and Chang et al are analogous art because they are from the same 
field of endeavor. 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art, having the teaching of Schwartz and Chang et al before him or her, to modify 
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the system of Schwartz to include polysulfone which has a molecular weight between 
10,000 Daltons and 100,000 Daltons. 

The suggestion/motivation for doing so would have been that a molecular weight 
less than 500,000 Daltons is suitable for film or fiber formation (Col. 8, lines 1-7). 

Applicant should note that the range of molecular weight for polysulfone applied 
to stent is only a design choice and within the level of one of ordinary skill in the art. 

Therefore, it would have been obvious to combine Chang et al with Schwartz to 
obtain the invention as specified in the instant claim. 

1 1 . Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schwartz 
(US Pub No.: 2003/0235602) as applied to claim 1 above, and further in view of Pacetti 
(WO 03/022323). 

Schwartz discloses all the limitations of the claim but fails to disclose that the 
polymeric coating comprises between 0.0 percent and 50 percent of the therapeutic 
agent by weight. 

However, Pacetti explicitly teaches that a polymeric coating comprises between 
about 0.1% to about 40% of the therapeutical agent by weight (Para. [0026]). 

Schwartz and Pacetti are analogous art because they are from the same field of 
endeavor. 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art to modify the system of Schwartz to include a polymeric coating comprising 
between about 0.1 % to about 40% of the therapeutic agent by weight as taught by 
Pacetti. 
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Applicant should note the range of percentage of the therapeutical agent by 
weight in polymeric coating is only a design choice and within the level of one of 
ordinary skill in the art. 

Therefore, it would have been obvious to combine Pacetti with Schwartz to 
obtain the invention as specified in the claim. 

12. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schwartz (US Pub No.: 2003/0235602) as applied to claim 1 above, and further in view 
of Cafferata (US Pub. No.: 2003/0083739). 

Schwartz discloses all the limitations of the claim but fails to disclose that the 
polymeric coating has a thickness between 0.5 microns and 20 microns. 

However, Cafferata specifically teaches a polymeric coating that has a thickness 
between approximately 1 micron and about 20 microns (Para. [0035]). 

Schwartz and Cafferata are analogous art because they are from the same field 
of endeavor. 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art to modify the system of Schwartz to include a polymeric coating that has a 
thickness between approximately 1 micron and about 20 microns as taught by 
Cafferata. 

Applicant should note the range of thickness of the polymeric coating is only a 
design choice and within the level of one of ordinary skill in the art. 

Therefore, it would have been obvious to combine Cafferata with Schwartz to 
obtain the invention as specified in the claim. 
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13. Claim 11 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schwartz (US Pub No.: 2003/0235602) as applied to claim 1 above, and further in view 
of Hossainy et al (US Pat. No.: 6,153,252). 

Schwartz discloses all the limitations of the claim but fails to disclose that the 
polymeric coating has a weight between 50 micrograms and 1500 micrograms. 

However, Hossainy et al discloses a stent comprising a polymeric coating which 
has a weight between about 100-150 micrograms (Col. 11, lines 2-8). 

Schwartz and Hossainy et al are analogous art because they are from the same 
field of endeavor. 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art to modify the system of Schwartz to include a polymeric coating that has a 
weight between approximately 100-150 micrograms as taught by Hossainy et al. 

Applicant should note the range of weight of the polymeric coating is only a 
design choice and within the level of one of ordinary skill in the art. 

Therefore, it would have been obvious to combine Hossainy et al with Schwartz 
to obtain the invention as specified in the claim. 

14. Claims 13 and 16-18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Schwartz (US Pub No.: 2003/0235602) as applied to claim 1 above, and further in 
view of Sirhan et al (US Pub. No.: 2003/0083646). 

In regard to Claim 13, Schwartz discloses all the limitations of the claim but fails 
to disclose that the therapeutic agent has a thickness between 0.1 microns and 20 
microns. 
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However, Sirhan et al discloses a stent (expandable structure, 16, Fig. 2A) 
comprising a therapeutic agent that has a thickness between 0.1 microns and 5 microns 
(Para.[0025]). 

Schwartz and Sirhan et al are analogous art because they are from the same 
field of endeavor. 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art to modify the system of Schwartz to include a therapeutic agent that has a 
thickness between 0.1 microns and 5 microns as taught by Sirhan et al. 

Applicant should note the range of thickness of the therapeutic agent is only a 
design choice and within the level of one of ordinary skill in the art. 

Therefore, it would have been obvious to combine Sirhan et al with Schwartz to 
obtain the invention as specified in the claim. 

In regard to Claims 16-18, Schwartz discloses all the limitations of the claims but 
fails to explicitly disclose that the polymeric coating comprises a plurality of therapeutic 
agents, each therapeutic agent having a predetermined elution rate. Schwartz does not 
appear to disclose that the first therapeutic agent is concentrated adjacent to the stent 
framework, and a second therapeutic agent is concentrated adjacent to the outer 
surface of the polymeric coating. Furthermore, Schwartz does not appear to disclose 
that the first therapeutic agent comprises an antirestenotic drug and the second 
therapeutic agent comprises an anti-inflammatory drug. 

However, Sirhan et al explicitly teaches a stent (16, Fig. 2K) comprising a 
polymeric coating which comprises a plurality of therapeutic agents (50 and 28, Fig. 
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2K), each therapeutic agent having a predetermined elution rate (the rates are 
controlled by the rate controlling element 43 and 55, Para. [01 06]). Sirhan et al also 
explicitly teaches that the first therapeutic agent (28, Fig. 2K) is concentrated adjacent 
to the stent framework, and a second therapeutic agent (50, Fig. 2K) is concentrated 
adjacent to the outer surface of the polymeric coating. Furthermore, Sirhan et al 
explicitly teaches that the first therapeutic agent comprises an antirestenotic drug 
(rapamycin, Paras. [0087]) and the second therapeutic agent comprises an anti- 
inflammatory drug (Para. [01 07]). 

Schwartz and Sirhan et al are analogous art because they are from the same 
field of endeavor. 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art to modify the system of Schwartz to include a plurality of therapeutic agents, a 
predetermined elution rate for each therapeutic agent, the first therapeutic agent is 
concentrated adjacent to the stent framework, and a second therapeutic agent is 
concentrated adjacent to the outer surface of the polymeric coating, and the first 
therapeutic agent comprises rapamycin and the second therapeutic agent comprises an 
anti-inflammatory drug as taught by Sirhan et al. 

It is old and well known in the art that a stent comprises a polymeric coating 
which comprises a plurality of therapeutic agent and each therapeutic agent having a 
predetermined elution rate. The suggestion/motivation for doing so would have been to 
deliver more than one therapeutic agent to the body at different rate to maximum the 
therapeutic effect in the body and therapeutic need by the body. 
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Applicant should note the first therapeutic agent is concentrated adjacent to the 
stent framework, and a second therapeutic agent is concentrated adjacent to the outer 
surface of the polymeric coating, and the first therapeutic agent comprises rapamycin 
and the second therapeutic agent comprises an anti-inflammatory drug are only design 
choices and within the level of one of ordinary skill in the art. 

Therefore, it would have been obvious to combine Sirhan et al with Schwartz to 
obtain the invention as specified in the claims. 

15. Claims 19, 20, 36, and 37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable Schwartz (US Pub No.: 2003/0235602) as applied to claims 1 and 29 
above, and further in view of Hossainy et al (US Pub. No.: 2001/0014717). 

In regard to Claims 19, 20, 36, and 37, Schwartz discloses all the limitations of 
the claim but fails to disclose a primer coating. 

However, Hossainy et al explicitly teaches a primer coating disposed on the 
surface of an implantable device between the implantable device and a reservoir region 
(Para. [001 5]). Hossainy et al further discloses that the primer coating is formed by 
polyurethane (Para. [0041]). 

Schwartz and Hossainy et al are analogous art because they are from the same 
field of endeavor. 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art to modify the system of Schwartz to include a primer coating formed by 
polyurethane as taught by Hossainy et al. 
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Applicant should note that it is old and well known in the art that a primer coating 
is formed between a stent framework and a polymeric coating. The 
motivation/suggestion for doing so would have been to provide an adhesive tie layer for 
the stent framework and the drug reservoir layer or the polymeric coating (Hossainy et 
al, Para.[0015]). 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention was made to form a primer coating with polyurethane, since it has been 
held to be within the general skill of a worker in the art to select a known material on the 
basis of its suitability for the intended use as a matter of obvious design choice. In re 
Leshin, 125 USPQ 416. 

Therefore, it would have been obvious to combine Hossainy et al with Schwartz 
to obtain the invention as specified in the claims. 

16. Claims 28 is rejected under 35 U.S.C. 103(a) as being unpatentable Schwartz 
(US Pub No.: 2003/0235602) as applied to claim 21 above, and further in view of 
Hossainy et al (US Pub. No.: 2001/0014717). 

In regard to Claim 28, Schwartz discloses all the limitations of the claim but fails 
to disclose applying a primer coating onto the stent framework prior to applying the 
polymeric solution on the stent. 

However, Hossainy et al explicitly teaches applying a primer coating onto the 
stent framework prior to applying the polymeric solution on the stent (Para. [0083]- 
[0089]). 
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Schwartz and Hossainy et al are analogous art because they are from the same 
field of endeavor. 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art to modify the system of Schwartz to include applying a primer coating onto the 
stent framework prior to applying the polymeric solution on the stent as taught by 
Hossainy et al. 

Applicant should note that it is old and well known in the art that a primer coating 
is formed between a stent framework and a polymeric coating. It would have been 
obvious to one having ordinary skill in the art at the time of the invention was made to 
apply a primer coating onto the stent framework prior to applying the polymeric solution 
on the stent. The motivation/suggestion for doing so would have been to provide an 
adhesive tie layer for the stent framework and the drug reservoir layer or the polymeric 
coating (Hossainy et al, Para. [001 5]). 

Therefore, it would have been obvious to combine Hossainy et al with Schwartz 
to obtain the invention as specified in the claims. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JING RUI OU whose telephone number is (571)270- 
5036. The examiner can normally be reached on M-F 7:30am - 5:00pm, Alternative 
Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Uyen (Jackie) T Ho can be reached on (571)272-4696. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

JO 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



